
Centralized IRB could guide research
in the aftermath of major disaster 
Why not let public know research will be part of response?  

Over the past decade, several large-scale disasters have tested
emergency response teams and healthcare providers. They’ve
also tested the research community’s ability to quickly, efficient-

ly and ethically dispatch investigators to do vital research that could
help prevent and respond to future disasters.

Now some researchers and ethicists are suggesting that we need a
more centralized IRB response to disasters such as the Sept. 11, 2001,
terrorist attacks, Hurricane Katrina or even a medical disaster such as
possible outbreak of avian flu. They say the steps to creating such an
authority should be in place now, before it’s needed.

“We have all these disaster preparedness initiatives,” says David
Perlman, PhD, former director of the Human Research Ethics Program
for the New Jersey Department of Health & Senior Services. “Has any-
body thought about preparedness for research?”

Perlman, now an associate at the University of Pennsylvania Center
for Bioethics in Philadelphia, PA, also operates an independent ethics
education company, Eclipse Ethics Education Enterprises or E4. He
recently authored an article in the journal Disaster Medicine and Public
Health Preparedness addressing the issue of how IRBs and others should
prepare to conduct research in the wake of disaster.1

Reports from IRBs near the sites of the Sept. 11 attacks and in New
Orleans after Katrina have shown that individual institutions’ IRBs
dealt with a huge crush of research proposals in the days and months
after those disasters. 

Varied risks

Studies conducted in the wake of disasters can range from epidemio-
logical research to social behavioral studies to healthcare services deliv-
ery research. All may carry risks to a population that already may be ill
or injured, traumatized, homeless or displaced. There may be various
types of risk of breaching privacy, depending upon the event, Perlman
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says.
“Take for example the terrorist attacks on

9/11 — because there were very few parts left
of people to identify; they had to do a lot of
DNA sequencing,” Perlman says. “Of course
that raises privacy concerns. Whereas if you
had a flu epidemic, you would be able to go

out to the actual people who were affected and
take samples from them. The issues are differ-
ent, but the category under which they appear
are the same. So privacy is going to be an issue,
but it’s going to manifest itself differently in
each of those disaster contexts.”

Another risk in conducting disaster research
is the possibility of therapeutic misconception,
says Bowen Chung, MD, MSHS, a psychiatrist
at the David Geffen School of Medicine at the
University of California, Los Angeles.

Chung, who worked on a training project to
deliver mental health services to New Orleanians
after Katrina, says disaster survivors may see any
health care professional who approaches them to
be offering therapeutic help. This is a particular
problem in areas that traditionally have been
underserved before the disaster. Chung wrote an
article about ethical issues in disaster research
that was published in a recent issue of the jour-
nal Ethnicity and Disease.2

“Often the fact that these researchers are not
delivering services is not well explained, so peo-
ple get very confused,” he says. “Are these peo-
ple who look kind of official and are obviously
not from this place, are they asking me these
questions because they’re going to deliver servic-
es to me or are they asking me questions because
they’re doing research?”

A national IRB?

Both Perlman and Chung say they’re con-
cerned that different IRBs may have very differ-
ent ethical approaches to these issues. And work-
ing independently of each other, they’ve both
proposed a similar solution: a national or region-
al IRB, planned in advance, that can swing into
action when a disaster occurs.

“Typically, IRB reviews can be very idiosyn-
cratic, and if you had some sort of guiding policy
or maybe a national IRB for disaster research, not
only would you probably get done quicker, per-
haps you would have a better outcome,”
Perlman says.

Perlman suggests one answer might be a
regional network of state health department
IRBs who can ensure that post-disaster studies
aren’t redundant and don’t result in additional
risks to participants. Chung believes that any
such IRB should have local representation,
especially among vulnerable populations with-
in a disaster-affected region.  He thinks that
could be accomplished easily, even within the
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framework of a national or regional IRB.
“You don’t have to be there in person,” he

says of community IRB representatives. “You
could have a virtual IRB. You could do it over
the phone, by conference call. There should be
a way to figure out how to do this.”

Perlman also suggests an approach to disas-
ter research that would borrow from existing
guidelines set up for emergency research.
Under the FDA’s guidelines, emergency
research without prospective consent of partici-
pants requires prior consultation in the commu-
nity that is to be affected.

“Why don’t we let people know we’re plan-
ning on doing these kinds of research, should
there be an emergency?” Perlman says. “That
way, you let people know they might be a par-
ticipant in that kind of research. 

“Each public health department or local
health department could reach out to their vari-
ous communities,” he says. “Put an ad in the
newspaper. Let people know if there’s a disas-
ter this is the kind of thing we’ll be doing.”

He admits that the emergency research blue-
print is itself controversial. “But the emergency
guidelines are at least trying to meet the stan-
dards set forward in the Belmont Report. It’s
something that could be adapted (for disaster
research).”

Perlman and Chung both say their purpose
in bringing up the topic of disaster research
was to help jumpstart a conversation in the
research community about planning for the
next disaster before it happens.

Chung says he’d like to see the National
Institutes of Health devote funding to studying
the ethical issues surrounding disaster research,
as well as HHS guidelines for conducting it.

Perlman hopes to help prompt widespread
interest in the topic. “I’d like to see a national
bioethics conference on this topic,” he says.
“I’m hoping other people will take up the
charge.”  
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Noncompliance: OHRP says
IRBs can’t “e-mail” it in
Investigation focuses on electronic meetings

Haverford College of Haverford, PA, has spent
more than a year dealing with a problem that

IRBs do everything they can to avoid: a research
noncompliance investigation requested by the
Office for Human Research Protections (OHRP).
“OHRP sent us a letter back in November, 2007,”
says Robert C. Scarrow, PhD, professor of chem-
istry at Haverford College and IRB chair. “The
main thing OHRP had done was look at our proce-
dures, which are posted on the Web site, and they
thought we were using electronically-convened
meetings.” 

The IRB had conducted some meetings
through email communication, and OHRP deter-
mined that the email process outlined in the col-
lege’s IRB procedures did not satisfy the provi-
sions of HHS regulations at 45CFR, part 46.108(b)
that require IRBs review research at convened
meetings except when an expedited review pro-
cedure is used, according to a letter OHRP sent
to Haverford College Provost Linda A. Bell,
PhD, on Sept. 15, 2008.

The IRB had thought that holding email meet-
ings would allow for a faster turn-around time
on the handful of proposals that needed a full
review each year, Scarrow notes.

“So I came up with this idea that we were in
the 21st century, and I’d send around proposals
for review, and then I’d ask everyone to get their
comments to me in written form within the first
week,” Scarrow explains.

Then Scarrow would redistribute the comments
to see if there were any concerns. Eventually the
seven IRB members would reach a consensus, he
adds. “When we got a proposal we needed to
review, we would discuss them over a 48-hour
period by email exchanges,” Scarrow says.
“OHRP said it was okay to have telephone con-
ferences, but they told us it wasn’t okay to have
meetings by email.”

So the college responded by changing its proce-
dures and holding a meeting where all proposals
that had been approved by full review using email-
convened meetings were revisited, Scarrow says.
“We distributed each proposal and discussed these
again in a convened meeting in 2007,” he adds.

The IRB receives about two research proposals
per month, and most of these are approved by



expedited review, Scarrow says.
“For us this means that at least one person

reviews it,” Scarrow says. “Often, I send it out to
two IRB members, including one who is a human
protections administrator, and someone else in
the same discipline as the proposal.”

OHRP officials had a number of questions and
comments about the college’s research policies
and procedures, including the following:

• Training: “They asked us questions about
what sort of training we had,” Scarrow says.
“They wanted to make sure we were training our-
selves in human subjects research regulations.”

This prompted research officials to review reg-
ulations and Web site training. They decided to
require all research personnel to take the training
module, Scarrow says.

“We now require the chair of the IRB, our
human protections administrator, executive assis-
tant, and provost signatory official to take that
training,” Scarrow says. “That’s in line with
OHRP, and it’s in line with what they say we
should be doing.”

• Prompt reporting: In OHRP’s Sept. 15, 2008,
letter, officials wrote that Haverford College would
need to include more details about its procedures
for ensuring prompt reporting to the IRB of pro-
posed changes in a research activity and for ensur-
ing that any changes in approved research may not
be initiated without IRB review and approval
except when necessary to eliminate immediate
hazards to subjects.

Also, the OHRP letter requested more detailed
procedures for ensuring prompt reporting to the
IRB of any unanticipated problems involving
risks to subjects and any serious or continuing
noncompliance with 45CFR, part 46.

“So we’ve added several paragraphs to our
procedures to say what to do if an investigator
has an unexpected risk or if a subject makes a
complaint,” Scarrow says. “That hasn’t happened
in the four-and-a-half years I’ve been the chair.”

Most of the college’s research proposals
involve very low risk, he adds. ■

Try out these quick tips
on improving IC process
Pay attention to signatures, other details

It’s the little details that matter in the informed
consent process.

At least, it’s often the little things an investiga-
tor might forget that could lead to compliance
problems down the road.

So the office of research integrity at the
University of Kentucky in Lexington, KY, has
developed a check and balance system that tries
to catch these small mistakes before they escalate
into bigger issues.

“At UK, we have a pretty good system in
place that enables us to identify where the prob-
lems are,” says Judi Kuhl, CIP, BS, QI program
coordinator in the office of research integrity.

“At continuation of review time we ask inves-
tigators to submit copies of signed informed con-
sent forms for the last two subjects enrolled,”
Kuhl says.

“We hand-write the beginning date and end-
ing date in a stamp in the top right corner,” she
explains. “This is a great way for us to identify
which consent form is valid, and it hopefully
helps the PI see which is valid.”

By reviewing those most recent signed
informed consent forms, the IRB also is able to
identify other potential documentation problems,
Kuhl notes.

“We also have lines on there for the investiga-
tor to sign and for the person who is authorized
to obtain consent to sign and for the subject to
sign,” she says. “We look at those signatures and
have a policy that says that only those individu-
als who are authorized to obtain consent may
sign the form.”

When PIs submit a protocol for review they
are required to include a list of study staff. Next
to each name on the list, there are “yes” and “no”
boxes to check in answer to a question about
whether that person is authorized to provide
informed consent.

“So when we get the signed consent forms,
our continuing review people will go back and
make sure the person who is listed on the IC
form was listed as authorized to give consent,
based on what we have listed in the protocol,”
Kuhl explains.

For instance, there might be a study analyst
who is not authorized to obtain informed con-
sent. If this same person had signed a subsequent
IC form, then the IRB would catch the mistake
and notify the investigator, Kuhl says.

Also, each consent form has a line for listing
who has signed the consent form. 

“If the person signing the form is a legally-
authorized representative, they’ll mark this on
the consent form,” Kuhl explains. “If the person
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signing is a father or guardian, they’ll indicate
that.”

The IRB also checks signed IC forms for the
dates subjects sign the forms to make sure these
are valid.

“We look at the date the subjects sign the form
and look at the consent form approval period to
make sure the subject has indeed signed within
that time period,” Kuhl says. “Sometimes, we
notice that they did not sign within the time peri-
od, or maybe they weren’t asked to sign a correct
form — the most recent form.”

Possible actions after mistakes
When any mistakes are found in the IC

process, the IRB will take one of three actions:
1. The IRB might ask that the subject is recon-

sented, Kuhl says.
2. The IRB might provide the principal investi-

gator with more information about the informed
consent process, and this might include a one-on-
one meeting with the IRB chair. Also there is an
on-line PI self-assessment form the PI could be
asked to complete, she says.

3. Or the IRB might ask to have a member
observe the informed consent process, particular-
ly if the study involves a vulnerable population
or is sensitive in some way, Kuhl adds.

Another QI strategy the IRB has employed is
the use of checklists and templates to make cer-
tain each informed consent document contains
all eight of the federal mandates found in 45CFR
46.116, Kuhl says.

Also, the IRB soon will have templates for
cover letters to be used in survey studies when
there is a waiver of documentation, but the letter
will serve as a less formal informed consent
process, Kuhl says.

“We have had in place for many years an
informed consent template that we ask investiga-
tors to use when they develop their informed
consent documents,” she says. “We want the
cover letters also to include the eight elements
because the IRB hasn’t waived informed consent
— only the documentation with the subject’s sig-
nature.”

The letter, which is still being tweaked, will
feature conversational language to explain what
the survey’s for and how the information collect-
ed will be used, Kuhl adds.

Another possible template will feature a tele-
phone script for investigators to use when con-
ducting telephone interviews for a study.

These additional templates should resolve
what are traditionally weak areas in informed

consent, Kuhl notes.
“We found this weak point when I did a quali-

ty improvement review of the elements of
informed consent,” she explains.

The new templates should help PIs who might
have difficulty distilling their informed consent
template into a less formal survey letter or tele-
phone conversation, Kuhl adds.  ■

Honest brokers collaborate
to preserve patient privacy
Network of brokers allows more sophisticated research

Honest broker systems — which process data
and specimens for research by removing

identifiers that otherwise would compromise
patient privacy — have been touted as a smart
way to encourage research while still protecting
patient privacy as required by the Health
Insurance Portability and Accountability Act
(HIPAA).

Now the University of Pittsburgh has taken
the honest broker approach to a more sophisticat-
ed level, creating a network of honest brokers at
various institutional entities that can deidentify
data from a variety of places, linking them in
ways that allow for more meaningful research. 

One important factor in the creation of this
network was “an institutional IRB that was
receptive to new ideas that were ethical and logi-
cal,” says Rajiv Dhir, MD, chief of pathology at
Shadyside Hospital, University of Pittsburgh
Health Systems in Pittsburgh, PA.

“Essentially when the whole process was start-
ed, (the IRB) realized where we were coming
from, what the purpose of the whole initiative
was, and they participated very actively in the
whole process of putting together the honest bro-
ker facility,” Dhir says.

Under an honest broker system, researchers’
requests for data or biological specimens go
through a staffer who normally deals with
patient data, but has had additional training and
has been certified by the IRB to act as an honest
broker. They strip the data or specimens of iden-
tifiers, and then package it in a usable form for
the researcher.

Christopher Ryan, PhD, CIP, IRB director for
the University of Pittsburgh, says a previous IRB
director, Dennis Swanson, first saw the need for a
way to deidentify records so that researchers



could use them without compromising patient
privacy.

“This was in the pre-HIPAA era,” he says.
“(Swanson) had many concerns about investiga-
tors going into medical records and poking
around.  And he thought (the honest broker
approach) was a very clever way of protecting
the integrity, the privacy of medical patients and
maintaining the confidentiality of the records.”

Preventing accidental exposure 

Ryan says most studies involving data han-
dled by an honest broker can be processed by the
IRB using an exempt mechanism or a finding of
no human subjects involvement under federal
regulations. And he says it protects patients’ con-
fidential data from accidental exposure.

“We are not going to have situations that have
happened elsewhere where identifiable medical
record information has been left at Starbucks or
on the bus or in a computer somewhere that gets
stolen,” he says.

However, there are challenges to using data
and specimens that have been stripped of identi-
fiers, since they cannot easily be linked to health
care outcomes or other important annotating
information from other sources.

“If you came to me and you needed, let’s say
50 cases of breast cancer and you needed associ-
ated outcomes, etc.,” Dhir says. “In the good old
days what would happen is one entity would
come up with the tissues, the biological speci-
mens, and then you would have to approach
somebody else to provide you with the infor-
mation that is associated with that particular
specimen.” 

“Investigators were going from one resource to
another and it was a little uncomfortable with
different entities interacting with each other
when they didn’t have any formal relationship
and they were also handling information that
could be considered critical or personal.” 

Dhir says requests at the University of
Pittsburgh have become increasingly complex,
requiring not just biological specimens, but
more fully annotated tissues with clinical data,
some of it difficult to access, such as post-thera-
py information.  

So several entities, including the university
system’s health sciences tissue bank, cancer reg-
istry, outcomes group, oncology and informatics
departments worked together to figure out a sys-
tem for aggregating and disbursing data to

researchers while maintaining patient privacy.
They created a network of individuals, all IRB-

certified as honest brokers at different member
entities. When a request comes to one of them, he
or she can work through the network to find the
various annotating data stored at the other enti-
ties and package it together – stripped of identi-
fiers – to the researcher who made the request.

“If you come to me and say, ‘I need tissue and
I need these following pieces of information,’
even if I don’t have those data, I can approach
the cancer registry or medical records or whoever
might potentially have the information,” Dhir
says. “ Since we’re all part of the same system,
we put together that information, we package it
and we provide it to the investigator. It becomes
like a one-stop shop.”

The entire process has been approved by the
University of Pittsburgh IRB, and brokers have
the necessary business associate agreements to
satisfy HIPAA regulations, he says.

Ryan says that different entities involved in
the honest broker network often have slightly
different ways of doing things.

“Some people handle only medical record
information, some of the systems handle speci-
mens, others handle both,” he says. “Sometimes
honest brokers who have control over informa-
tion from different departments do their piece
and somebody from another department does
their piece and there’s a third honest broker who
puts it all together.”

He says the various procedures used within
the system all have been reviewed by his IRB.
When brokers leave the system and new ones are
certified, changes are brought to the IRB as well.
The University of Pittsburgh Medical Center
(UPMC) privacy officer also signs off on changes,
Ryan says.

Institution must sign off 

Ryan says an institution looking at putting a
similar plan into place must decide who will
handle the certification of new brokers – will it
be the IRB, or some other entity? And the institu-
tion must provide for oversight of the honest
broker system, a function that has fallen to the
IRB at the University of Pittsburgh.

“The IRB and the IRB’s compliance arm has
started doing some audits and one of the first
programs we audited was Dr. Dhir’s because his
program, from what we can tell, is the best run of
the programs,” Ryan says. “He handles a lot of
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information, he works with lots of different
investigators, and they have put together a fairly
detailed protocol that has been approved by the
IRB.”

Ryan says he’d like to see more centralization of
the program at the university, and has been talking
with UPMC officials about offering a centralized
honest broker service that could be funded, possi-
bly on a subscription basis, by charging individual
departments or groups of investigators.

“There are costs associated with this, costs the
institution incurs, and the institution has to fig-
ure out some way of charging them back to indi-
vidual departments or investigators,” he says.
“I’m not sure it’s an IRB issue, but it’s an issue
that anybody who wants to use an honest broker
system really has to consider.”

Dhir says that as the network developed, he’s
sought input from colleagues at other institutions
and at the National Cancer Institute and
International Society for Biological and
Environmental Repositories. And in turn, other
institutions have approached the University of
Pittsburgh for input into how to set up similar
structures themselves.

“We get about eight to 10 visitors a year from
major institutions here or even internationally, so
we’ve been working with folks from Singapore,
folks from Australia,” Dhir says. “It has been
borrowed by other entities as they’ve developed
their own initiatives.”

Reference
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Involving the community
in cancer clinical trials
IRBs, others can  improve community participation

More meaningfully involving communities –
especially minorities and other ethnic

groups – in clinical research isn’t just good ethics
— it could help address under-recruitment and
failure of cancer clinical trials, says one of the
authors of a new report on the subject.

“One of the more compelling issues that came
up in the course of this project is how many can-

cer clinical trials closed without having enough
enrollment in the study to actually complete it,”
says Sarena D. Seifer, MD, research associate
professor at the University of Washington School
of Public Health and Community Medicine in
Seattle. “If resources go into getting studies
designed and opened and then they close
because they can’t get enough enrollment to
actually complete the study, that’s a tragedy and
a waste of resources.”

Seifer’s group, Community-Campus
Partnerships for Health (CCHP) along with the
Education Network to Advance Cancer Clinical
Trials (ENACCT), recently released the report
“Communities as Partners in Cancer Clinical
Trials: Changing Research, Practice and Policy,”
which was funded in part by the National Cancer
Institute, the Agency for Healthcare Research and
Quality (AHRQ).

The report looks at community involvement
throughout the cancer clinical trial process, and
finds room for improvement at every step. In its
58 recommendations, the report challenges:

—Sponsors and investigators, both locally and
nationally, to include a greater community voice
in the design of cancer research, through the use
of community representatives and patient 
advocates;

IRBs to increase the number of community
members on their own boards and to challenge
investigators to connect with the community;

—Those involved in research to develop better
plans for distributing the results – in an under-
standable way – to the communities that partici-
pate in them.

The group also is offering seed grants of up to
$8,000 to partners who implement some of the
recommendations.

New hope for progress

Seifer says that while community researchers
have promoted these goals for years, she now
sees new impetus for change. She notes that the
new Clinical and Translational Science Awards
(CTSA) program focuses on community engage-
ment in research. 

“Until that initiative, there had been NIH
funding for community-based research, but it
was pretty small amounts of money, very isolat-
ed little efforts,” Seifer says. “This is now part of
a major re-haul of clinical research, so it’s got a
lot of investigators looking at these issues in a
way that they might not have looked at them



before.”
In addition, she says, the Council of Public

Representatives of the National Institutes of
Health has become more vocal about community
involvement in clinical research. And communi-
ties themselves are increasingly setting up boards
to act in their own interest when approached by
researchers.

“We found more than 100 community groups
around the country that have put in place some
IRB or IRB-type mechanism to be able to vet
research,” Seifer says. “I think more community
groups have wised up to the fact that they have
power in this relationship and there are legiti-
mate questions they need to be asking about
what research gets done.”

Seifer says despite the complexity of many
cancer clinical trials, there still are vital roles for
community members to contribute:

—They can help researchers figure out better
ways to advertise and recruit participants for
studies, steering them toward existing forums in
the community, appeals to church leaders, or
connecting with community health centers that
serve underserved populations.

—They can participate on IRBs, giving their
insights into the potential risks and benefits to
people in the community, helping ensure that
informed consent is understandable and making
presentations to the community about research
involvement.

—When the study is completed, they can help
researchers come up with ways to disseminate
findings to the community in an understandable
way.

“How do you reach people so that not just the
clinicians understand it, but people with the dis-
ease and their family members?” Seifer says.
“Having community groups around the table –
patient advocacy organizations, support groups,
those sorts of folks – they can come up with
ways to reach their peers in lay language.”

Interest is there

Seifer says many representatives of communi-
ty organizations, even those who had been
involved with cancer prevention public health
efforts, didn’t know about existing opportunities
to be a part of clinical research.

“Having them realize there’s this whole clini-
cal trial enterprise that’s currently not very com-
munity engaged, they wanted to become a part
of it,” she says. “That really impressed me,

because many people ask ‘Where are we going to
get these community people? Are they even
interested?’ 

“I think they are interested in research that is
going to be useful and going to be used.”

[Editor’s Note: For more information on the report
“Communities as Partners in Cancer Clinical Trials:
Changing Research, Practice and Policy,” including
specific recommendations and resources for IRBs, as
well as details about available seed grants, visit the
web site www.communitiesaspartners.org ] ■

IRBs can help bridge 
community-research gap
Suggestions include greater community representation

IRBs have an important role to play in improv-
ing community involvement in cancer clinical

trials – everything from increasing their own
community membership to working with com-
munity advisory boards and pushing for more
community-friendly informed consent.

The report “Communities as Partners in
Cancer Clinical Trials: Changing Research
Practice and Policy,” devotes a section to recom-
mendations for IRBs, as well as to other stake-
holders such as investigators, sponsors and
research sites. The goal of the authors is to help
eliminate some of the barriers to a community-
based approach to cancer trials.

“I wouldn’t say that the IRB was pointed to as
the major roadblock in all of this, but it was
among challenges that came up frequently,” says
Sarena D. Seifer, MD, a research associate pro-
fessor at the University of Washington School of
Public Health and Community Medicine in
Seattle. “It’s why we decided to focus one section
of the recommendations on the ethics review
piece of it.”

Adding community members

Among the recommendations for IRBs:
—Increasing community membership on

boards to 25%. Federal regulations require that
IRBs have at least one member who is a non-sci-
entist and at least one who is not affiliated with
the institution. Their role is to bring a community
voice to the review process.

Seifer says her group’s 25% goal is not a
“magic number” but constitutes a challenging
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yet attainable target. She says many IRBs aren’t
using all the resources available to them to
recruit and retain community members.

“They’re not capitalizing on researchers they
have right there on their own campuses, who are
doing community-based research, who have
community partners,” Seifer says. “Putting some-
thing in a newsletter or on a list at the university
isn’t going to reach the people who need to be
reached to be a part of this process.”

Once those members are recruited, Seifer says
it’s vital that they be properly prepared, educat-
ed and mentored. 

“If you just get somebody to serve and you
don’t do those things, it’s not going to go well,”
she says. “People are going to be frustrated and
they’re going to say, see, community members
really can’t play a role here, it’s too hard, it’s too
much of a challenge.”

—Encourage use of the OHRP approved
“short form” for informed consent. The complex-
ity of cancer trials can lead to long informed con-
sent documents often written at a more than
11th-grade reading level, Seifer says. This can be
especially daunting to use in communities where
English is a second language. 

The federal regulations do allow for use of a
“short form” for subjects with limited or no
English proficiency, as long as all necessary con-
sent information also is presented orally in a lan-
guage understood by the participant. But Seifer
says many IRBs seem fearful of permitting use of
the short form. 

“I think part of it is people not really fully
understanding what it is, what it can be used for,
and the fact that it is federally sanctioned and
approved and is out there as resource,” Seifer says.

Her group is calling for better education about
the short form among IRBs and investigators and
improved guidance from OHRP about its use.
There is also a need for better use of alternative
methods of informed consent, such as oral pre-
sentations, pictures or video, she says.

Community advisory boards

—Working with community advisory boards.
Seifer says more communities are setting up their
own boards to review proposed research in the
communities. They consider factors such as
obtaining the consent of the community at large
and the risks and benefits to the community,
rather than simply to the individuals participat-
ing in the research.

“I think it’s safe to say they’re looking at
issues that IRBs traditionally don’t look at,”
Seifer says. “It’s not a criticism of IRBs; it’s not
what they were established to do.”

She says there’s room for community advisory
boards to be looking at these issues separately
from IRB review, particularly because it might be
impractical for IRBs to have necessary represen-
tation from all the various local communities on
its own board.

“So if there’s some community advisory board
or review committee for that study or that com-
munity, that’s another way of getting that input,”
Seifer says. “The IRB still needs to make its own
determination of the ethics of the research.”

As an example of this system that’s already in
place, she points to universities whose IRBs
won’t approve research done in Indian commu-
nities without approval from tribal IRBs.

Seifer hopes that publication of the report, and
seed grants the group is offering to partners who
implement some of its recommendations, will
spur interest among IRBs.

“After we get in applications for seed grants, it
will be interesting to see how many IRBs take us
up on an opportunity to try to do something,”
she says.  ■

Need to sharpen up your
IRB review process? 
Checklists incorporated in IRB meeting process

One strategy that helped a Lexington, KY, uni-
versity research institution achieve full

accreditation was its development of IRB
approval checklists.

There are more than 10 checklists that IRB
reviewers use depending on the type of review
and study, says Judi Kuhl, CIP, BS, a quality
improvement program coordinator in the office
of research integrity at the University of
Kentucky in Lexington.

The institution received full accreditation in
June, 2007, from the Association for the
Accreditation of Human Research Protection
Programs (AAHRPP) of Washington, DC.

Some of the checklists are mandatory for IRB
reviewers, and these include the criteria for IRB
approval checklist and the IRB continuation
review checklist, Kuhl says.

These checklists are included in the protocol



approval process documentation.
Other checklists are simply to assist IRB

reviewers, and an example of this is the con-
sent/assent checklist, which is used as a quality
improvement review, she notes. (See sample of
consent/assent checklist, below.)

“We ask IRB reviewers to use this checklist as
a guide to make sure the proper elements are in
the informed consent form,” Kuhl explains.

For most protocols, an IRB reviewer will use
just one checklist. However some studies might
require additional ones.

For example, there is a checklist for Veterans
Affairs research, called the VA research reviewer
checklist, and there’s a HIPAA authorization
checklist and a HIPAA waiver of authorization
checklist.

IRB members accepted the use of checklists as
they saw much was required to meet the accredi-
tation standards, Kuhl notes.

“The buy-in was the accreditation process,”
she says. “As we went through that, we showed
IRB members what we as an institution needed
to do to meet the highest standards of a research
institution.”

Then the office of research integrity gradually
added new checklists to the process, until all of
them were being used and incorporated into the
protocol reviews.

As the checklists have been used, they also
have been incorporated into the IRB meeting
process, Kuhl says.

“At IRB meetings, they will project the check-
list on a screen at the end of each protocol, and
they’ll go through each item on the list and have
an assistant checkmark it as it shows up on the
computer screen,” Kuhl says.

Here are some sample items from the criteria
for University of Kentucky’s IRB approval
reviewer checklist:

• Risks to subjects are reasonable in relation to
anticipated benefits, if any, to subjects, and the
importance of the knowledge that may reason-
ably be expected to result (achieved from
research interventions).

• Risks to subjects are minimized by using
procedures that are consistent with sound
research design and which do not unnecessarily
expose subjects to risk.

• When possible, risks to subjects are mini-
mized by using procedures already being per-
formed on the participants for diagnostic or
treatment purposes.

• The research proposal addresses the likeli-
hood of harm and magnitude of harm (encom-
passing potential physical, psychological, social,
and/or economic risks to the subjects).

• The research is likely to achieve its proposed
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List helps staff keep track

The office of research integrity at the University of
Kentucky in Lexington, KY, has developed a con-
sent/assent checklist for a quality improvement
review of informed consent documents.
Here are some sample items from the checklist:
Does the informed consent document contain:
• Protocol title
• Principal investigator
• Co-investigators/Study staff
• Department(s)
• Phone number(s)
• Statement that study involves research
• Explanation of the purposes of the research
• Expected duration of the subject’s participation
• A description of the procedures to be followed

• Identification of any procedures which are experi-
mental
• Description of any reasonably foreseeable risks or
discomforts to the subject including social and psy-
chological risks
• A statement indicating the likelihood of risks or dis-
comforts occurring, if any, and the ramifications
associated with the risks/discomforts
• Description of any benefits to the subject or to oth-
ers which may reasonably be expected from the
research
• Disclosure of appropriate alternative procedures or
courses of treatment, if any, that might be advanta-
geous to the subject
• A statement describing the extent, if any, to which
confidentiality of records identifying the subject will
be maintained and possibility of records being
reviewed by sponsor, FDA, OHRP, university author-
ized personnel
• For research involving more than minimal risk, an
explanation as to whether any compensation is avail-
able, and an explanation as to whether any medical
treatments are available, if injury occurs and, if so,
what they consist of, or where further information
may be obtained.

University of Kentucky’s IRB
consent/assent checklist
assists with IC review
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aims.
• The importance of the knowledge expected

to result is clear.
Also, here are some sample items on the

University of Kentucky’s IRB continuation
review criteria for IRB approval checklist:

• Adequate provisions are in place for seeking
informed consent.

• The possibility of coercion or undue influ-
ence is minimized.

• The language is understandable to the sub-
ject/subject’s [learning ability].

• No exculpatory language waiving or appear-
ing to waive any of the subject’s legal rights.

• No exculpatory language releasing PI/
sponsor/institution/agents from liability for 
negligence. ■

Compliance alliance: FDA
meetings slated for 2009 
IRB members can interact with regulators

Aseries of two-day regional conferences will be
held next year focusing on Food and Drug

Administration clinical trails requirements, regula-
tions and compliance issues. The program will
focus on the relationships among the FDA and
clinical trial staff, investigators and IRBs. The
workshop will highlight three areas that present
challenges to sponsors and investigational sites:
FDA Clinical Research Requirements, Enhancing
Success through Communication and Financial
Incentives, and Assuring Confidence in Clinical
Research.

Jointly sponsored by FDA district/regional
offices and the Society of Clinical Research
Associates, the conferences will be held in Seattle
(April 8-9); Minneapolis (June 10-11); and
Pittsburgh (Oct. 21-22).  The conference is
designed to aid clinical research professional’s
understanding of the mission, responsibilities and
authority of the FDA and to facilitate interaction
with FDA representatives. According to the confer-

ence learning objectives, some of things partici-
pants will be able to discuss at the end of the ses-
sions include: 

• The role of the FDA District Offices, how
they are structured and their responsibilities 

• FDA expectations of a pharmaceutical 
clinical trial 

• The science, regulation and assessment of
adverse events 

• How studies with Investigational devices
differ from those with drugs and biologics 

• Regulations that apply to the informed 
consent process 

• How the ethical principle of justice underlies
responsible participant selection 

• IRB regulations and FDA mechanisms to
assure compliance 

• The parameters included in regulations
applying to electronic signatures 

• How FDA small business representatives
assist the research community 

■ Obama administration
might impact research 
ethics rules

■ Evaluate consent process
based on what subjects say

■ Use “learning shots” to
quickly update staff

■ A new emphasis on
including pregnant women 
in research

COMING IN FUTURE MONTHS

CE/CME Objectives 

The CE/CME objectives for IRB Advisor are to help
physicians and nurses be able to:
• establish clinical trial programs using accepted

ethical principles for human subject protection;
• apply the mandated regulatory safeguards for

patient recruitment, follow-up and reporting of 
findings for human subject research;

• comply with the necessary educational require-
ments regarding informed consent and human 
subject research.

Physicians and nurses participate in this medical
education program by reading the issue, using the
provided references for further research, and study-
ing the questions at the end of the issue.

Participants should select what they believe to be
the correct answers, then refer to the list of correct
answers to test their knowledge. To clarify confusion
surrounding any questions answered incorrectly,
please consult the source material.

After completing this activity at the end of each
semester, you must complete the evaluation form
provided and return it in the reply envelope provided
to receive a letter of credit. When your evaluation is
received, a letter of credit will be mailed to you.
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• The responsibilities of the clinical investigator 
• The sponsor/investigator’s legal responsibil-

ities, additional duties and concerns 
• How the FDA’s Center for Biologics regu-

lates research 
• The array of actions taken when research

fails to meet standards enforced by the FDA
For more information on the conference go to:

http://www.socra.org/html/FDA_Conference.htm.  ■

1. True or False: It would be impractical to include
community representatives on a national IRB for
disaster research, since they would be physically
removed from the other IRB members.

2. A new report on community involvement in cancer
clinical trials recommends that what percentage of
an IRB be comprised of community members?
A. 10%
B. 25%
C. 50%
D. None of the above

3. In a recent research program investigation handled
by OHRP, which of the following types of IRB full
meetings did OHRP say is unacceptable?
A. held with only a slim majority of IRB 
members
B. held by video conference with a majority of IRB
members
C. held by email with all IRB members 
participating
D. held by teleconference with a majority of IRB
members

4. Which of the following items is important to include
in an IRB approval reviewer checklist?
A. Risks to subjects are reasonable in relation to
anticipated benefits, if any, to subjects.
B. Risks to subjects are minimized by using proce-
dures that are consistent with sound research
design.
C. When possible, risks to subjects are minimized
by using procedures already being performed on
the participants for diagnostic or treatment pur-
poses
D. All of the above

Answers: 1. False; 2. B; 3. C; 4. D.

CE/CMEquestions
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Salary survey reveals staffing, workload issues

IRB professionals responding to IRB Advisor’s
2008 Salary Survey continue to report modest

salary increases and larger staffs over the previous
year. But they worry that raises aren’t keeping up
with increasing workloads and that they and their
staffs are burning out.

And with the recent onslaught of bad economic
news, the immediate staffing future for IRBs is far
from clear, says Susan Kornetsky, MPH, CIP,
director of clinical research compliance for
Children’s Hospital Boston, MA.

“Every place I’m hearing about is pretty much
on hold with new staff,” she says. “Everyone’s

being asked to look at their budgets and cut.”
Of the 90 respondents to last summer’s survey,

the largest group – 44%– reported that they had
received a 1% to 3% salary increase in the previ-
ous year. That’s actually slightly down from the
47% who reported a similar increase in the 2007
salary survey. The percentage of respondents’
whose salaries stayed the same increased, from
16% in 2007 to 20% in 2008.

Jody Power, MS, MBA, executive director for
the Duke University Health System IRB in
Durham, NC, says only a few years ago, she was
seeing 7% salary increases; now they’re down to
2.5% to 3%.

Kornetsky says she was able to increase salaries
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Economic woes may mean less hiring, smaller 
raises for IRB professionals

2008 SALARY SURVEY RESULTS
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anywhere from 1% to 4% in her office last year.
However, because she had to maintain an average
increase of 3%, she had less leeway to provide that
top compensation. 

“If you have a small office, which many IRBs
do, you don’t have much leeway to give someone
4%, because that means you have to give someone
else 2%,” she says.

Kornetsky doesn’t believe the limitations on
salary increases are due to institutions failing to
see the value of IRBs, but simply dealing with the
economic realities that universities and hospitals
are facing (67% of survey respondents worked in
one of these types of institutions).

Power says much of the downturn is related to
decreased funding from the National Institutes of
Health – a trend she hopes will turn around with
the incoming Obama administration.

“I hope this is a very short-term problem,” she
says.

Sixty-three percent of respondents reported
making an annual salary of $50,000 or more, up

from 58% in the 2007 survey. Meanwhile, the per-
centage of people drawing less than $30,000
shrank to less than 6% in 2008, down from 9% in
2007.

As his IRB office replaced personnel last year,
Mark S. Schreiner, MD, chair of the Committee
for the Protection of Human Subjects at The
Children’s Hospital of Philadelphia, PA, ended up
paying the new hires more, in order to get the
higher caliber of staff he was looking for.

“These are people who are talented enough that
they will move up in research regulatory affairs,”
Schreiner says. “To get better people we’ve had to
raise our salaries.”

Staff and workload

Nearly a quarter of all the 2008 respondents (22
individuals) reported that six or more people
worked in their department. This is a significant
increase over the 11% (8 individuals) who report-
ed that size staff in 2007.  Twenty percent of 2008
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respondents said their staff had
increased in the past year, com-
pared to 26% in 2007.

Kornetsky was among those
who added staff in the last year,
gaining one position. But she con-
cedes that if that position had
been open only a few months lat-
er, the economic meltdown of fall
2008 might have claimed it.

She believes the hiring likely
will slow down now as a result of
the economy. Professionals she
has spoken with already are talk-
ing about making non-staffing
cuts, such as eliminating travel. 

“They’re trying to take the cuts
outside of salary areas first, but
it’s very unknown,” she says. “No
one’s saying you can’t hire or the
position is frozen, but every man-
ager and vice president is looking
over the open positions because
they know cuts are under way.
Most people would much rather
not hire into a position than hire
and then have to cut.”

Power says that when she made
two new hires in the last year, she
went through a laborious process
justifying the salary offers she
wanted to make.

As for this year: “We have vir-
tually no chance of getting new
positions right now.”

Schreiner says he is looking for
more educated people as he hires. 

“My expectations for what staff
will do are greatly expanded,” he
says. “All of our staff are either CIP certified or
they’re not eligible for it yet and will be CIP certi-
fied. We had some staff that were not even college
graduates when I took over three years ago – now
we have several people with master’s degrees in
science.”

He acknowledges that some staff have left in
the past few years under the pressure of his high-
er expectations.

Schreiner has created three levels of IRB analyst
in his office, with increasing certification and
salary levels – a strategy that Kornetsky says oth-
er IRB offices are increasingly using to combat
turnover.

“People don’t necessarily have to go out the

door to get to the next level position,” she says.
“A couple of years ago you were either an IRB
administrator or an analyst. I’m seeing (IRBs cre-
ating) more levels to promote people from within
versus having people leave.”

Workload appears to be a significant concern
for IRB professionals who responded to the 2008
survey. Nearly 70% of respondents say their
workload has increased over the past year – the
same percentage as those who responded in 2007.

Power says that at Duke, submissions have
increased from 8% to 14% per year.

In the comments section of the survey, many
listed variations on “workload” or “burnout” in
response to the question “What is your biggest
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personnel issue?” Many stated that they felt salary
increases were too low compared to the increased
workload.

Kornetsky says she expects workload issues in
the industry to begin to plateau, particularly since
federal regulators have taken steps to clarify
issues that might have contributed to overwork.

“For example, there’s new guidance from (the
Office for Human Research Protections) and (Food
and Drug Administration) regarding the number
of unanticipated problems and events that need to
come into the office,” she says. “Not everything
has to come into the IRB.”

Institutions nervous about guidance

She says some institutions are nervous about
adopting the guidance, even though it would help
reduce their workload.

“I think we’ve gotten to the point where we
were so nervous and scared about regulatory
things that some places are doing too much,” she
says. “I hear time and time again about things IRB
offices are doing that they don’t have to do.”

Schreiner agrees, noting that IRBs often don’t
use expedited procedures as often as they could
be.  And he notes that “mission creep” can lead
IRBs into areas that they don’t need to be doing
and that simply add to the load.

“As an example, the IRB’s role in HIPAA is rela-
tively limited, but in some places they’re involved
in privacy for all areas, not just research,”
Schreiner says. “We need to limit our oversight
just to what we’re obliged to do. We were doing
all kinds of things that I didn’t think were appro-
priate and I just eliminated them.”

Electronic systems reduce workload

Electronic systems also can help decrease
paperwork and ease the load a bit, Power says.

“Our electronic IRB system has resulted in
reduced workloads for our specialists because
they no longer have to shuffle paper,” she says.
“Everything is documented. They don’t have to
stamp things ‘received’ or go hunting someone for
a signature on an approval letter.” 

When staff are spending less time on paper-
work they can be more proactive, Kornetsky says.

“We used to spend a lot of administrative time
moving paperwork around,” she says. “Now we
can spend a lot more time with investigators edu-
cating them and doing more thorough pre-
reviews before things go to committee.

“I think what you’ll see is a redistribution of
how staff are being used as more places go 
electronic.”  ■
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